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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1 . 1 1 4, Including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 . 1 1 4, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/26/05 has been entered. 

Response to Arguments 

In the amendment filed 1 2/25/05, claims 27-37 and 44-57 were cancelled, and 
claims 58-123 were added. 

Election/Restrictions 

Newly submitted claim 123 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: claims 58-122 are 
directed to a first, originally presented invention, a container, and claim 123 is directed 
to a second invention, method of making a medical product. Since applicant has 
received an action on the merits for the originally presented invention, this invention has 
been constructively elected by original presentation for prosecution on the merits. 
Accordingly, claim 123 is withdrawn from consideration as being directed to a non- 
elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 
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Response to Arguments 

Applicant's arguments with respect to claims 27-37 & 44-57 are moot since the 
claims have been cancelled. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of canning out his invention. 

Claims 82-122 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which wa"s not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The limitation that the lipid contained in the 
chamber(s) having one or more of the components of the group of a semi-volatile 
compound, aluminum, an oligomeric propylene component, and an oligomeric ethylene 
vinyl acetate in the specified concentrations before and after the container & lipid are 
autoclaved, which is claimed, is not supported in the disclosure as originally filed. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention.. 
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Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 58-64, 66-73, 75, 76, 78-81 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Gustafsson et al. (US 6,007,529). Gustafsson discloses a container for 
storing and mixing lipids wherein the container has a first chamber containing lipids and 
a second chamber. The container has multiple compartments separated by peelable 
seals. The container is made of a flexible, multilayered plastic polymeric material. The 
material is made of polymers based on polyolefins, therefore the material is free of 
polyvinyl chloride. With respect to the claim limitation wherein the lipids have a 
concentration of a semi-volatile compound of various concentrations and various 
compounds as set forth in claims 66-69 & 78-81, these limitations have been treated as 
an intended use recitation. They are a property of the bag material after autoclaving, 
and therefore, are not a structural recitation but a result of the use of the device. It has 
been held that a recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus satisfying the claimed structural limitations. Ex parte Masham, 2 USPQ2d 
1647 (1987). Since Gustafsson teaches that the container is capable of storing lipid 
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emulsions, sensitive solutions, and other lipophilic substances without physical 
degradation during storing after autoclaving, it is clearly capable of containing the lipid 
components as claimed. With respect to the claim limitation wherein the container is an 
autoclaved container, these limitations have been treated as intended use recitations. It 
has been held that a recitation with respect to the manner in which a claimed apparatus 
is intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus satisfying the claimed structural limitations. Ex parte Masham. 2 USPQ2d 
1647 (1987). Regardless, since Gustafsson teaches that this container can withstand 
autoclaving by steam sterilization at 121 degrees C the limitation has been met. 

Claims 58, 59, 65, 70, & 77 rejected under 35 U.S.C. 102(e) as being anticipated 
by Becker et al. (5,577,369). 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1 .131. 

Becker et al. discloses a multi-chamber container having a first and a second 
chamber separated by a peelable seal. Becker further teaches that the container is 
made from a multi-layer polymer film, specifically that the film may comprise a RF- 
responsive layer such as ethylene vinyl acetate. With respect to the claim limitation 
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wherein the lipids have a concentration of a semi-volatile compound of various 
concentrations and various compounds as set forth in claims, these limitations have 
been treated as intended use recitations. It has been held that a recitation with respect 
to the manner in which a claimed apparatus is intended to be employed does not 
differentiate the claimed apparatus from a prior art apparatus satisfying the claimed 
structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). The container of 
Becker is clearly capable of containing the lipid components as claimed. With respect 
to the claim limitation wherein the container is an autoclaved container, as set forth in 
claim, the limitation has been treated as intended use recitations. It has been held that 
a recitation with respect to the manner in which a claimed apparatus is intended to be 
employed does not differentiate the claimed apparatus from a prior art apparatus 
satisfying the claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 
Regardless, since Becker teaches that this container can withstand autoclaving by the 
limitation has been met. 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S. C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 62 & 74 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gustafsson et al. ('529). Gustafsson substantially discloses the invention as claimed, 
however, does not specifically state that there are 4 layers as part of the polymer that 
makes the container for storing and mixing lipids. However, Gustafsson does teach that 
the polymer comprises "at least two layers" and gives an example using three layers. At 
the time of the invention, it would have been a matter of obvious design choice to 
modify the number of layers to be 4 in the polymer of Gustafsson since it has been held 
that mere duplication of the essential working parts of a device (i.e. number of layers) 
involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193 USPQ 8. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia M. Bianco whose telephone number is (571) 
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272-4940. The examiner can normally be reached on Monday to Friday 9:00-6:30, 
alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zaiukaeva can be reached on (571) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

February 6'^, 2006 Patricia M Bianco 
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